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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-45 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In the independent claims, it is unclear what is 
meant by "said oxygen-18 labeled organic acid is not oxygen-18 labeled homovanillic 
acid or includes at least two oxygen-18 labeled organic acids." What is the "or" referring 
to? Does it mean that if the labeled organic acid is homovanillic acid, then there must 
be at least two oxygen-18 labeled organic acids? 

3. Claims 2, 14 and 42 recite the limitation "said detection." There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth, in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

7. Claims 1-45 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Magera et al (Determination of homovanillic acid in urine by stable isotope dilution and 
electrospray tandem mass spectrometry, Clinica Chimica Acta, vol. 306, pgs. 35- 
41(2000)) in view of Youhnovski et al (Determination of Hydroxyoctadecadienoic Acids, 
Z. Naturforsch, 58c, pgs 268-279 (2003)). Magera teaches a method of detecting a 
metabolic disorder by testing urine samples for an organic acid comprising the steps of 
adding an identical organic acid that is oxygen-18 labelled, processing the sample, 
measuring the amount of unlabled organic acid and oxygen-18 organic acid in the 
processed sample by using gas or liquid chromatography-mass spectrometry (Materials 
and Methods Section), and using the amount of oxygen-18 organic acid measured to 
adjust the amount of unlabled organic acid measured in the processed sample so as to 
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reflect the amount of unlabeled organic acid present in the sample (Results Section). 
Magera does this by creating a standard calibration curve with unlabeled and labelled 
organic acid (Results Section). 

Magera teaches the above method using oxygen-18 labeled homovanillic acid, 
wheras the applicant has claimed a method that does not usej oxygen-18 labeled 
homovanillic acid. Youhnovski teaches that this method using an internal standard 
labeled with oxygen 18 to determine the amount of an unlabeled organic acid can be 
used with other organic acids, such as hydroxyoctadecadienoic acids (Introduction 
section). Youhnovski also teaches a new preparation of the standard and separation 
procedure that minimizes the losses of the organic acid during sample preparation 
(Introduction). It would have been obvious for one of ordinary skill in the art to modify 
the method of Magera by using the sample preparation method of Youhnovski on 
organic acids other than homovanillic acid in order to gain the advantages of decreased 
loss of the internal standard, thereby increasing the accuracy of the calibration and 
results. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Keri A. Moss whose telephone number is 571-272-8267. 
The examiner can normally be reached on 9-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
Art Unit 1743 
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Supervfcfdry Patent Examiner 
Technology Center 1 700 




